Topics to Be Covered in the SABIT Standards in Medical Devices Program

This list is by no means exhaustive, but indicates some of the main areas of interest for
the delegation. Host companies are invited to discuss these or other topics related to
medical devices, medical equipment, or medical services.

Standards and Conformity Assessment Systems
Standards Development

Calibration and Conformance Testing
Laboratory Accreditation

Legal Metrology

Quality Control

The U.S. Regulatory System

Market Surveillance

Plant Audits

Use of Medical Technologies

Use of Pharmaceuticals

Bio-Medical Technology

Good Manufacturing Practices

The FDA Approval Process

Clinical Trials for Devices and Pharmaceuticals
Global Harmonization Activities
Telemedicine

Choosing Equipment for Hospitals and Clinics
Research and Development

Product Safety

Consumer/Patient/Practitioner Satisfaction
Experience/Challenges in Eurasian Markets

Suggestions for training opportunities:

e Speakers/presentations at your facility (SABIT can help arrange sites for
presentations if your facility is unavailable)

e Manufacturing/testing tours

e Visits to medical facilities

e Interactive discussion sessions with the delegates



